Response to Office Action of April 6, 2007 
Appl. No 10/623,821 

II. RESPONSE 

A. Status of the Claims 

Claims 1-26 were pending at the time of the Action. Claims 5, 6, 14, 25 and 26 have 
been amended herein. New claims 27-48 have been added by amendment herein. Support for 
the new claims is found in the specification and claims as originally filed. Applicants note with 
thanks the Examiner's confirmation of the novelty of pending claims 2, 3, 15, 16, 23, and 24. 

Finally, as discussed in detail below, Applicants respectfully submit that each pending 
claim is in condition for allowance and request that the rejections under 35 U.S.C. §§ 112 ^ 2, 
102(e) and 103(a) be withdrawn. 

B. Formalities Rejections 

Applicants thank the Examiner for highlighting that paragraph [0003] of the specification 
requires amendment to include the appropriate co-pending application number. Applicants have 
amended the specification by submitting a substitute specification concurrently herewith wherein 
paragraph [0003] has been amended to include the related application number and the formatting 
issues of page 6, 9, and 1 1 have been addressed. No new matter has been added in the substitute 
specification. The Examiner also indicates that claims 25 and 26 require amendment to 
appropriately reference the method in the preamble. Applicants have amended claims 25 and 26 
accordingly. 

C. The Rejections under 35 U.S.C. §112, Second Paragraph, are Overcome 

Claims 1-26 also stand rejected under 35 U.S.C. § 112, second paragraph, because "the 
claims fail to include at least one conductor and recording site to definitely claim an electrode as 
set forth in the preamble of the claims." (See Official Action of 4/6/07 at 2.) Applicants 
respectfully disagree with the Examiner's statement with regard to what elements may or may 
not be required to definitely claim an electrode. 
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35 U.S.C. § 112 paragraph 2 states, "[t]he specification shall conclude with one or more 
claims particularly pointing out and distinctly claiming the subject matter which the Applicant 
regards as his invention." It has been explained that "[a]s a general matter, it is well-established 
that the determination whether a claim is invalid as indefinite 'depends on whether those skilled 
in the art would understand the scope of the claim when the claim is read in light of the 
specification.'" Atmel Corp. v. Information Storage Devices, Inc. 198 F.3d 1374, 1378(C.A.Fed. 
(Cal.) (1999)). MPEP 2173 further states that "[f]he primary purpose of this requirement of 
definiteness of claim language is to ensure that the scope of the claims is clear so the public is 
informed of the boundaries of what constitutes infringement of the patent." 

Applicants respectfully submit that a claim need not expressly recite "a conductor" and 
"a recording site" in order to meet the requirements of 35 U.S.C. § 112 paragraph 2. 
Specifically, a person skilled in the art would know that an electrode includes a conductor. 
Further, a person of ordinary skill in the art would also readily know that electrode is not 
required to have a "recording site." 

Several common definitions of the term "electrode" are set forth below: 

"[a] solid electric conductor through which an electric current enters or leaves an 
electrolytic cell or other medium ." {The American Heritage® Dictionary of 
the English Language (4th Ed. 2004), available at 
http://dictionary.referencc.com/browse/electrode (last visited July 09, 
2007)(emphasis added). 

"a conductor , not necessarily metallic, through which a current enters or leaves a 
nonmetallic medium, as an electrolytic cell, arc generator, vacuum tube, or 
gaseous discharge tube." (The Random House Unabridged Dictionary 
(Dictionary.com Unabridged v 1.1, 2006), available at 
http://dictionary.reference.com/browse/electrode (last visited July 09, 
2007)(emphasis added). 

"A conductor through which an electric current enters or leaves a substance (or a 
vacuum) whose electrical characteristics are being measured, used, or 
manipulated. Electrodes can be used to detect electrical activity such as brain 
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waves. Terminal points in electrical components such as transistors, diodes, and 
batteries are electrodes," The American Heritage® Science Dictionary (2002), 
Available at http://dictionarv.re.ference.com/browse/electrode nast visited July 09, 
2007)(emphasis added). 

An electrical lead or wire attached to any electronic device or circuit through 
which current may flow in or out . PBS Transistor Glossary (2007), 
wwvv.pbs.org/transistor.glossary.html (emphasis added) 

Michael Faraday, in coining the use of the word "electrode" in 1834, stated: 

I propose using that of "electrode," and I mean thereby that substance, or 
rather surface, whether of air, water, metal, or any other body, which bounds the 
extent of the decomposing matter in the direction of electric current[a conductor]. 

The surfaces at which, according to common phraseology, the electric 
current enters and leaves a decomposing body are most important places of 
action, and require to be distinguished apart from the poles, with which they are 
mostly, and the electrodes, with which they are always, in contact.... The anode 1 is 
therefore that surface at which the electric current, according to our present 
expression, enters: it is the negative extremity of the decomposing body; is where 
oxygen, chlorine, acids, etc., are evolved; and is against or opposite the positive 
electrode. The cathode^ is that surface at which the current leaves the 
decomposing body, and is its positive extremity; the combustible bodies, metals, 
alkalies, and bases are evolved there, and it is in contact with the negative 
electrode. (Michael Faraday, On Electrical Decomposition 124 PHIL. 
Transactions of the Royal Soc'y of London 78, (1834), available at 
http://dbhs.wv usd.kl2.ca.us/webdocs/Chem-History/Faraday- 
electrochem.html (last visited July 17, 2007). 

All of these sources consistently explain that an "electrode" includes a "conductor 
through which an electric current enters or leaves" a medium or substance of some sort. 

Applicants therefore submit that a person skilled in the art would readily understand that 
when the term "electrode" is used in a claim, it includes a "conductor", and therefore, that a 
"conductor" does not need to be recited separately, and indeed, such recitation would be 
redundant. Similarly, a person of ordinary skill in the art would readily recognize that an 
electrode is known to exhibit the characteristic of conducting electricity into or out of ("enters or 
leaves") some medium or substance. However, none of the above definitions include any 
requirement that an electrode must include a "recording site." Thus, a person of ordinary skill 
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would not limit an "electrode" to include a "recording site" - a limitation that does not appear in 
any of the above common definitions. 

Further, the specification refers to a "recording site" as simply a site on the probe that 
"receive[s] electric charges or action potential from the areas of brain tissue 32 which are 
intended to be monitored." [Paragraph 0026] Similarly, at Paragraph 0026, the specification 
further states that: 

... the neural functions in the brain cause changes in local field potential which 
are picked up by recording sites 44. The electric charges and action potential 
incident to each recording site 44 become or are converted to electrical signals 
which are transmitted along conductors 46 to connector end 48 of electrode 30. 

Thus, the "recording sites" simply "receive," or "pick up" (i.e., monitor or sense) changes 
in local field potential caused by neural functions in the brain in response to stimulus or physical 
activity. The resulting electrical signals are "transmitted" (but not necessarily "recorded" in any 
permanent way) along conductors 46 to connector end 48 of electrode 30. Since no permanent 
"recording" takes place at the sites 44, Applicants do not include the term "recording" in the 
claims. 

Thus, Applicants respectfully request that the 35 U.S.C. § 1 12 rejections be withdrawn. 

D. The Art Rejections are Overcome 

Several pending claims stand rejected under 35 U.S.C. § 102(e) based on U.S. Patent No. 
6,973,342 to Swanson (hereinafter "Swanson '342"). In addition, several pending claims stand 
rejected under 35 U.S.C. § 103(a) based on Swanson '342 further in view of U.S. Patent 
Application No. 11/180967 to He et al. (hereinafter "He '967") or based on Swanson '342 
further in view of U.S. Patent Application No. 09/979320 to Kipke et al. (hereinafter "Kipke 
'320"). 
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1. The Rejection under 35 U.S.C. § 102(e) over Swanson is Overcome 

In rejecting claims 1, 4, 5, 7, 9, 11, 13, 14, 17, 19, 21, and 22 under 35 U.S.C. § 102(e) as 
anticipated by Swanson '342, the Examiner states that the device in Swanson has a first layer 
that "may include a stiff, second portion which is laminated thereto (see column 4, lines 37-45) 
and forms a tip of the electrode." (See Office Action of 04/06/07 at 2.) However, lines 37-45 of 
Swanson states: 

It is desirable that a brain probe, if it is to be implanted for a period of time on the 
order of weeks, be very pliable, so that it may conform to the brain tissue 
surrounding it and not cause further damage by pressing against the delicate brain 
tissue. If the brain probe is to be installed by being driven through brain tissue, 
however, it must be fairly rigid, requiring a strength layer, such as [a] layer of 
steel or some other resilient material, laminated beneath layer 70, typically before 
the production process begins. 

The disclosure of Swanson '342 on which the Examiner relies in fact does not disclose a 
first layer having a first tip portion that comprises stiff material adjacent to a flexible portion. 
Instead, Swanson '342 teaches that "it [the brain probe] must be fairly rigid, requiring a strength 
layer , such as [a] layer of steel or some other resilient material, laminated beneath [the first] layer 
70. . . ." (Swanson '342, Column 4, lines 43-44, emphasis added). Swanson '342 does not state 
or suggest that the "strength layer" is formed only at the tip or only at any portion of the 
electrode. Thus, Swanson '342 clearly teaches away from using a single layer having both stiff 
and flexible portions as provided in Applicants' independent claims 1,9, 17 and 21. 

There is an advantage to having both stiff and flexible portions to the electrode. 

Applicants' specification states: 

"features of mechanical stiffness, as provided by flexible portion 50 and 54 and 
flexibility as provided by flexible portion 52 and polymer layers 56 and 58. The 
mechanical stiffness makes for ease of penetration of the electrode 30 into brain 
tissue 32. The flexibility of electrode 30 reduces or prevents damage to neural or 
vascular tissues in the brain in and around electrode 30. 
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The present invention allows for the advantages of both a stiff and a flexible probe. 

Independent claims 1, 9, 17, and 21 each include this element and are therefore 
patentable for at least this reason. Likewise, claims 4, 5, 9, 11, 13, 14, 19, and 22, depend from 
these independent claims and are therefore patentable for the reasons stated above as well as for 
their own additional limitations. Accordingly, Applicants respectfully submit that for at least the 
above reasons, the § 102(e) rejection should be withdrawn. 

2. The Rejection under 35 U.S.C. § 103(a) over Swanson is Overcome 

Claim 6 stands rejected as obvious over Swanson '342. Claim 6 depends from Claim 5, 
which was rejected under 35 U.S.C. Section 102(e) above over Swanson '342. Applicants 
addressed that rejection in the preceding paragraph. Thus, the rejection under Section 103 of 
claim 6 (as originally presented) fails for the same reasons as discussed above - namely, 
Swanson '342 does not disclose or suggest using a single layer having both stiff and flexible 
portions. 

Moreover, the Examiner conceded that Swanson '342 does not teach the additional 
limitations of claim 6, but without citation to any specific reference, simply states that the "use of 
a transducer in lieu of an electrode would have been obvious to the skilled artisan...." (See 
Office Action at 3.) Without conceding the issue raised by the Examiner, Applicants submit that 
the art provides no reason for a person of ordinary skill in the art to combine any prior art to 
make claim 6 obvious as required by Graham v. John Deere 383 U.S. 1 (1966). While the recent 
KSR decision rejected a rigid application of the "teaching, suggestion, or motivation (TSM) test, 
which required a showing of some teaching, suggestion, or motivation in the prior art that would 
lead one of ordinary skill in the art to combine prior art elements in the manner claimed in the 
application or patent ... it remains necessary to identify the reason why a person of ordinary 
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skill in the art would have combined the prior art elements in the manner claimed" when 
formulating a rejection under 35 U.S.C. § 103(a). See Margaret Focarino, Memorandum to 
Technology Center Directors, May 3, 2007 (explaining the Supreme Court Decision on KSR Int'l 
Co., v. Teleflex, Inc. 127 S.Ct. 1727 (2007)). 

However, Claim 6 recites that "the electrical signals are generated by physical 
phenomenon occurring in the live tissue." 

For example, at Paragraph [0022] the specification states: 

Many neural functions are reflected in certain patterns of electrical activity. For 
example, synaptic impulses in the cerebral cortex are essentially electric charges 
associated with high brain functions such as voluntary movement, sensory 
information, reactions to stimulus, learning, and memory. The electric charges 
induced by synaptic impulses can be recorded with electronic probes or electrodes 
implanted within the live brain tissue. These neural implants provide electrical 
signals representative of the brain activities and functions in test animal 10. 

Accordingly, Applicants' novel probe could be used to safely and effectively transmit 
directly such electrical signals without technically requiring a "transducer". 

Therefore, Applicants respectfully submit that claim 6 is not obvious because Swanson 

does not teach or suggest using a single layer having both stiff and flexible portions and because 

no suggestion was made to combine any prior art. Further, the rejection is obviated by the 

amendment to claim 6, under which a "transducer" is not required. 

3. The Rejection under 35 U.S.C. § 103(a) over Swanson in View of He is 
Overcome 

Next, claims 8, 12, 20, and 26 stand rejected under § 103(a) based on a combination of 
Swanson '342 further in view of He '967. Each of these claims is a dependent claim that recites: 
"wherein the flexible material includes benzocyclobutene." The Examiner concedes that 
Swanson '342 does not disclose using benzocyclobutene as a flexible material and cites He '967 
to provide the missing teaching, stating: "The use of a benzocyclobutene for the flexible 
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material would have been obvious substitution to the skilled artisan since He et al. (provisional 
application) disclose the use of the same for such a purpose." 

As an initial point, as discussed above in regards the Examiner's rejection of claims 1, 4, 
5, 7, 9, 1 1, 13, 14, 17, 19, 21, and 22, Swanson '342 fails to disclose at least an electrode having 
a single layer having both stiff and flexible portions as provided in Applicants' independent 
claims. Thus, since claims 8, 12, 20, and 26 depend upon claims 1,9, 17, and 21, respectively, 
He '967 in combination with Swanson '342 could not make obvious the subject matter of 
dependent claims 8, 12, 20 and 26 and the Examiner's rejection of those claims fails. 

Moreover, Applicants submit that He '967 is not properly considered prior art. 
Specifically, the claimed subject matter was disclosed by Applicants at least as early as 
December 17, 2002, in provisional application serial no. 60/434,357 entitled "Flexible Integrated 
Head State for Neural Interface." (see page 1 lines 24-27 stating: "A BCB (benzocyclobutene) 
or polyimide based electrode is possibly suitable for neural implant because it has flexibility, 
biocompatibility, a high degree of planarization, and low dielectric constant." and page 3 lines 
19-21 stating: "In one exemplary embodiment, the electrodes are fabricated using BCB-based 
material, and requires less curing time than polyimide electrodes.") However, the He '967 
application claims priority (via a continuation-in-part of a provisional application) only back to 
February 4, 2003 (based on application serial no. 60/445,156, now expired). Accordingly, 
Applicants' application predates He '967 by 1.5 months and He '967 may not properly be used 
in combination with Swanson '342 in the rejection under § 103(a). Furthermore, Applicants 
claim priority to provisional application serial no. 60/445,156 in the present application. 

Thus, in summary, Swanson '342 fails to disclose at least an electrode having a single 
layer having both stiff and flexible portions as provided in Applicants' independent claims, and 
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He '967 may not properly be considered prior art. Therefore, claims 8, 12, 20, and 26, in 

addition to Applicant's newly filed claims, are patentable for at least the reasons stated above. 

4. The Rejection under 35 U.S.C. § 103(a) over Swanson in View of Kipke is 
Overcome 

Last, claims 10, 18, and 25 stand rejected under § 103(a) based on a combination of 
Swanson '342 in view of Kipke '320. Yet again, as discussed above, Swanson '342 at least does 
not disclose an electrode having a single layer having both stiff and flexible portions as provided 
in Applicants' independent claims. For the reasons stated above in Section A, the examiner's 
rejection here also fails. 

In addition, claims 10,18 and 25 recite an electrode "wherein the stiff portion includes 
silicon." The Examiner concedes that Swanson '342 does not teach or suggest using silicon for 
the stiff material, and cites Kipke '320 to provide the missing teaching, stating: "The use of a 
silicon for the stiff material would have been [an] obvious substitution to the skilled artisan since 
Kipke [e]t al disclose the use of the same (layer 14) for such a purpose in neural electrodes." 

However, Kipke '320 merely recites that "[d]evices made of silicon, or devices 
incorporating molybdenum, that are stiff enough to penetrate the pia upon implantation have 
been used for recording or stimulation of the cerebral cortex[,]" (paragraph 005) and "[i]n order 
to create the electrodes and via contained in the partial implant device of the present invention, 
an oxide layer 12 is grown on the surface of a bare silicon wafer 14." (paragraph 0028) The bare 
silicon wafer 14 is shown in figure 2 as a solid, uninterrupted layer (figure 2). Thus, Kipke does 
not even have a probe with specific portions that are stiff or flexible, and provides no teaching or 
suggestion to have only one portion, let alone just the stiff portion, made of silicon. 

Accordingly, Applicants submit that the rejection should be withdrawn. 
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E. New Claims 27-48 

Applicants have added new claims 27-48 herein. Support for the new claims is found in 
the specification and claims as originally filed. Applicants submit that these new claims 
distinguish over the art and other rejections for at least the same reasons discussed above. 

F. Conclusion 

In sum, Applicants respectfully submit that none of the references of record, whether 
taken alone or in combination teach or suggest each element of the claimed invention. 
Applicants respectfully request prompt and favorable action in the above-captioned application. 

The Examiner is invited to contact the Applicants' undersigned attorney at (512) 536- 
3035 with any further questions, comments or suggestions relating to the referenced patent 
application. 



FULBRIGHT & JAWORSKI L.L.P. 
600 Congress Avenue, Suite 2400 
Austin, Texas 78701 
512.536.3035 (voice) 
512.536.4598 (fax) 

Date: September 6, 2007 




Mark B. Wilsons- 
Reg. No. 37,259 
Attorney for Applicant 



Customer No. 32425 
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Electrode for Implant in Live Tissue 
with Flexible Region to Accommodate Micro -movement 

Statement Regarding Federally Sponsored 
Research or Development 
[0001] The U.S. Government has a paid-up license in the 
present invention and the right, in limited circumstances, to 
require the patent owner to license others on reasonable terms 
as provided by the terms of Defense Advanced Research Projects 
Agency (DARPA) Grant No. MDA9720010027 awarded by the Department 
of Defense. 

Claim to Domestic Priority 
[0002] The present non-provisional patent application claims 
benefit of priority to provisional application serial no. 
60/397,164, entitled "Flexible Head-stage for Neural Recording 
in Animal Subjects", filed on July 19, 2002; and further claims 
priority to provisional application serial no. 60/434,345, 
entitled "Flexible Integrated Head Stage for Neural Interface" , 
filed on December 17, 2002; and further claims priority to 
provisional application serial no. 60/434,357, entitled 
"Implantable Electrode with Flexible Regions to Accommodate 
Micromovment" , filed on December 17, 2002; and further claims 
priority to provisional application serial no. 60/445,156, 
entitled "Benzocyclobutene (BCB) as a Biocompatible Material" , 
filed on February 4, 2003. 

Cross Reference to Related Patent Application (s) 
[0003] The present patent application is related to copending 

U.S. Patent Application [[ ,]] 10/623 , 896 

Attorney Docket No. 130588.91 4 69 , entitled "Flexible Integrated 
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Head-Stage for Neural Interface", and filed on July 21, 2003, by 
Jiping He et al . 

Field of the Invention 
[0004] The present invention relates in general to animal 
tissue electrodes and, more particularly, to an electrode for 
implant in live tissue with flexible region to accommodate 
micro-movement . 

Background of the Invention 
[0005] Medical research and new product development often 
involve testing and evaluation of live animal subjects. The 
live animals are typically mammals, such as rats, mice, rabbits, 
and monkeys. The testing is necessary to understand the effect 
and any complication associated with the experimental product or 
procedure on animals having a similar basic physiology to that 
of humans, before the product or procedure is approved for human 
use . 

[0006] The testing and evaluation may involve blood analysis, 
tissue analysis, and monitoring of vital organs to observe and 
record reactions in the test animal to the experimental product 
or procedure and external stimulus. One of the testing and 
evaluation techniques involves monitoring and recording neural 
functions. Many neural functions are electrical in nature. For 
example, synaptic impulses in the cerebral cortex are 
essentially electric charges associated with high brain 
functions such as voluntary movement, sensory information, 
reactions to stimulus, learning, and memory. The electric 
charges induced by the synaptic impulses can be recorded with 
electronic probes or electrodes implanted within the live brain 
tissue. These neural implants provide electrical signals 
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representative of the brain activities and functions in the test 
animal . 

[0007] In the prior art, the electrodes are typically small, 
rigid micro-wires. The micro-wire electrodes are implanted at 
selected brain recording sites, for example in the cerebral 
cortex, and extend up through the skin. The micro-wire 
electrodes then connect to a head- stage which operates as a 
neural interface and includes a standard connector for 
instrument probes and leads. The instrument takes electrical 
readings from the recording sites. 

[0008] The process of connecting the head-stage to the 
implanted micro-wire electrodes is a difficult task, often 
requiring either sedating the animal or using more than one 
researcher to perform the task. One person handles the test 
animal and the other person aligns and makes the connection 
between the head- stage and the micro-wire electrodes. The 
process of connecting the head- stage can cause the implanted 
micro-wire electrodes to move. Moreover, there can be micro- 
movement in the neural implants just from normal head and body 
motion of the test animal. The stiff micro-wire electrodes 
implanted in the brain tissue can cause significant discomfort 
or anxiety to the test animal, especially during the test 
procedure. Moreover, the stiff metal structures can cause 
damage to the surrounding neural or vascular tissues in the 
brain when the test leads exert a force via the head- stage on 
the electrodes, or during any relative motion between the brain 
tissue and the skull. It is important to minimize the 
discomfort, anxiety, and tissue damage to the test animal which 
can affect the accuracy and consistency of the test readings. 

[0009] Another approach is to use polymer-based electrodes 
which are flexible and absorb some of the movement and torque 
exerted by outside forces. However, polymer-based electrodes 
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are difficult to implant with any degree of accuracy and 
consistency because they have little compressive strength, i.e. 
the electrode tends to bend or buckle when attempting to 
penetrate the live tissue. 

Summary of the Invention 
[00010] In one embodiment, the present invention is a head- 
stage for implanting as a tissue interface comprising a flexible 
substrate including a conductor for conducting an electrical 
signal. A stiff ener substrate is coupled to a first end of the 
flexible substrate. An electronic circuit is supported by the 
stiff ener substrate and has an input coupled to the conductor. 
An external interface is coupled to an output of the electronic 
circuit and supported by the stiffener substrate for 
transmitting the electrical signal. 

[00011] In another aspect, the present invention is an 
integrated head- stage comprising an integrated substrate having 
a first portion forming an electrode for implanting into live 
tissue and a second portion forming a flexible substrate and 
including a conductor for conducting an electrical signal. A 
stiffener substrate is coupled to an end of the flexible 
substrate opposite the electrode. An external interface is 
supported by the stiffener substrate for transmitting the 
electrical signal. 

Brief Description of the Drawings 
[00012] FIG. 1 illustrates a test animal with head-stage 
implant ; 

FIG. 2 illustrates a cross-sectional view of an 
electrode and head- stage implanted in the test animal; 

FIG. 3 illustrates the electrode for implanting in the 
test animal; 
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FIG. 4 illustrates a cross-sectional view of the 

electrode ; 

FIGs . 5a- 5d illustrate the steps of manufacturing the 

electrode ; 

FIG. 6 illustrates an alternate embodiment of the 
electrode with multiple prongs; 

FIG. 7 illustrates the head-stage for implanting in 
the test animal; 

FIG. 8 illustrates a cross-sectional view of the head- 
stage; and 

FIG. 9 illustrates an integrated electrode and head- 
stage . 

Detailed Description of the Drawings 
[00013] Referring to FIG. 1, test animal 10 is shown. Medical 
research and new product development often involve testing and 
evaluation of live animal subjects. The live animals are 
typically mammals, such as rats, mice, rabbits, and monkeys. 
The testing is necessary to understand the effect and any 
complication associated with the experimental product or 
procedure on animals having a similar basic physiology to that 
of humans, before the product or procedure is approved for human 
use. In FIG. 1, test animal 10 is illustrated as a rat. 
[00014] The testing and evaluation may involve monitoring of 
vital organs to observe and record reactions in test animal 10 
to the experimental product or procedure and external stimulus . 
In the present description, the brain of test animal 10 is 
monitored to observe and record neural functions. Many neural 
functions are reflected in certain patterns of electrical 
activity. For example, synaptic impulses in the cerebral cortex 
are essentially electric charges associated with high brain 
functions such as voluntary movement, sensory information, 
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reactions to stimulus, learning, and memory. The electric 
charges induced by synaptic impulses can be recorded with 
electronic probes or electrodes implanted within the live brain 
tissue. These neural implants provide electrical signals 
representative of the brain activities and functions in test 
animal 10. 

[00015] Test animal 10 is shown with connector 12 extending or 
extruding through the skin from the back of its neck. Recording 
instrument 14 is connected by test probes or leads 16 to 
connector 12 . A lab technician or researcher holds test animal 
10 in one hand and inserts test leads 16 into connector 12 with 
the other hand and then locks the test leads in place. The 
fingers of the hand holding test animal 10, e.g. opposing thumb 
and index finger, can be used to hold the head steady while test 
leads 16 are inserted into connector 12 . Connector 12 is a zero 
insertion force (ZIF) type connector. ZIF connector 12 has 
substantially no resistance to inserting test leads 16 into the 
connector. Test animal 10 likely experiences minimal sensation 
to the process of inserting test leads 16 into connector 12, 
other than the pressure of having its body and head held 
securely. Since connector 12 extends from the back of the neck 
of test animal 10, there is less chance of being bitten or 
receiving undue resistance from the animal. Once the test leads 
are inserted, a latch or locking mechanism holds test leads 16 
secure in connector 12 . Recording instrument 14 then monitors 
and records the signals originating from test animal 10. 
[00016] Turning to FIG. 2, a cross-sectional view of the head 
and neck of test animal 10 is shown. While under general or 
local anesthesia, skin 20 and a portion of skull or bone 
structure 22 of test animal 10 are surgically opened. A first 
end of electrode 3 0 is implanted or inserted by hand or 
micromanipulator into live brain tissue 32. Further detail of 
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electrode 3 0 is provided below. A second end of electrode 3 0 is 
connected to connector 3 8 of head- stage 40. Further detail of 
head- stage 4 0 is provided below. Head- stage 4 0 is positioned in 
body area 34 between skull 22 and skin 20 from the insertion 
point of electrode 3 0 into brain tissue 32 to the exit point on 
the back of the neck of test animal 10. Head-stage 40 includes 
a flat flexible portion or substrate which can follow the 
contour of the body area, e.g. skull 22 and body area 34, and a 
rigid portion or substrate for supporting external interface 
components. The flexible portion of head-stage 40 provides 
freedom of movement to reduce discomfort to test animal 10 . 
Connector 12 is an external interface component of head- stage 
40. Connector 12 exits through skin 2 0 on the back of the neck 
of test animal 10 to connect to test leads 16 and recording 
instrument 14 . 

[00017] Electrode 30 and head-stage 40 shown in the figures is 
not necessarily drawn to scale for purposes of illustration and 
may differ in relative proportions in practice. In the figures, 
common reference numerals are used for elements which provide 
the same or similar function. 

[00018] Further detail of electrode 30 is shown in FIG. 3. 
Electrode 3 0 is a polymer-based micro-electromechanical system 

(MEMS) suitable for use as a small, strong, and moisture 
repellent neural implant. Electrode 3 0 is designed to reduce 
damage when inserted into brain tissue 32 of test animal 10. 
Electrode 3 0 has a pointed end 42 for easy and positive 
penetration into brain tissue 32. Pointed end 42 includes a 
plurality of recording sites 44, which when electrode 3 0 is 
implanted, come in physical contact with certain areas of brain 
tissue 32. Recording sites 44 receive electric charges or 
action potential from the areas of brain tissue 32 which are 
intended to be monitored. In response to stimulus or physical 
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activity, the neural functions in the brain cause changes in 
local field potential which are picked up by recording sites 44. 
The electric charges and action potential incident to each 
recording site 44 become or are converted to electrical signals 
which are transmitted along conductors 46 to connector end 4 8 of 
electrode 30. Conductors 4 6 may run along the surface of 
electrode 3 0 as shown, or be routed through intermediate layers 
of electrode 30. Recording sites 44 and conductors 46 are made 
with gold traces. Conductors 46 connect to connector 38 of 
head- stage 4 0 to route the electrical signals from recording 
sites 44 to head-stage 40. Electrode 30 has an impedance range 
from 700 kilo-ohm to 1 mega-ohm at 1 kilo-Hertz for signal gain 
and high signal to noise ratio. 

[00019] In another embodiment, recording sites 44 include 
transducers to covert physical phenomenon such as pressure, 
temperature, sound, optical, and chemical reactions into 
electrical signals. Electrode 30 with transducers on recording 
sites 44 can be used to monitor a variety of body functions and 
can be located in other parts of the body, e.g. muscles, lungs, 
heart, gastro- intestinal organs, and spinal column. Again, the 
electrical signals are routed from recording sites 44 to head- 
stage 40. 

[00020] A cross-sectional view of electrode 30 is shown in 
FIG. 4. A silicon substrate 50 forms a rigid backbone for 
electrode 30. Substrate 50 is between 2-10 micrometers (yum) in 
thickness, and about 0.2 millimeters (mm) in width and 1.5 to 
2 . 0 mm from the tip of pointed end 42 to the start of flexible 
portion 52. Substrate 50 provides a rigid structure and 
compressive strength for ease of penetration of electrode 3 0 
into brain tissue 32. Electrode 30 is inserted into brain 
tissue 32 of test animal 10 approximately 1.5 to 2.0 mm. 
Silicon substrate portion 54 extends from flexible portion 52 to 
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connector end 4 8 to provide another portion of the rigid 
backbone and additional rigidity and compressive strength for 
electrode 30. 

[00021] Electrode 30 has an intermediate polymer layer 56 
disposed on substrates 50 and 54. Polymer layer 56 is made of 
benzocyclobutene (BCB) or polyimide material. BCB is suitable 
for electrode 3 0 because its flexibility, biocompability, a high 
degree of planarization, and low dielectric constant. Flexible 
portion 52 is an extension of polymer layer 56 disposed between 
substrates 50 and 54. Flexible portion 52 is about 1.0 mm in 
length. Flexible portion 52 is beveled or angled with 
substrates 50 and 54. Given that the portion of electrode 30 
from the tip of pointed end 42 to the start of flexible portion 
52 is implanted in brain tissue 32, then flexible portion 52 
itself is positioned in a space between brain tissue 32 and 
skull 22. 

[00022] Flexible portion 52 provides flexibility and absorbs 
stress from any relative movement brain tissue 32 and outside 
forces. In the event of any motion in head-stage 40 or movement 
in connector end 48 of electrode 30, or given any micro -movement 
between skull 22 and brain tissue 32, then the portion of 
electrode 30, e.g. from the tip of pointed end 42 to the start 
of flexible portion 52, remains substantially fixed in position 
relative to brain tissue 32. The portion of electrode 30 from 
flexible portion 52 to connector end 4 8 moves with the outside 
forces. In part, flexible portion 52 provides for the isolation 
and independent movement in the different portions of electrode 
30. Since the implanted portion of electrode 3 0 does not move 
relative to brain tissue 32, then test animal 10 does not 
experience discomfort or damage to the live tissue. The test 
readings are more accurate and consistent. 
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[00023] Conductors 4 6 may be routed along intermediate 
polymer layer 56 between recording sites 44 and connector end 48 
of electrode 30. A top polymer layer 58 is disposed over 
intermediate polymer layer 56 to provide additional flexibility 
and encapsulate conductors 46. Polymer layer 58 is also made of 
BCB or polyimide material. As shown in FIG. 3, conductors 4 6 
may be routed along the top surface of polymer layer 58. 
[00024] The manufacturing process of electrode 3 0 is shown in 
FIGs . 5a-5d. In FIG. 5a, silicon-on-insulator (SOI) substrate 
60 is provided. SOI substrate 60 includes silicon layer 62, 
silicon dioxide layer 64, and silicon layer 66. A metal layer 
68 is disposed on silicon layer 66. Metal layer 68 may include 
gold, nickel, and copper. A photoresist layer 70 is applied to 
metal layer 68 and patterned and developed. A portion of metal 
layer 68 is etched away using reactive ion etching (RIE) . A 
portion of silicon layer 66 is then wet etched using 7% Tetra 
Methyl Ammonium Hydroxide (TMAH) solution. The silicon-etching 
rate depends on the crystal planes in TMAH. The (100) crystal 
plane has a much faster etch rate than the (111) plane. The 
difference in etch rate forms a beveled or angled surfaces 72. 
[00025] In FIG. 5b, metal layer 68 and photoresist layer 70 
are removed to expose silicon layer 66 with beveled edges 72. A 
first layer of BCB or polyimide material is spin-coated, 
exposed, and then developed to form intermediate polymer layer 
56. The BCB fills in the area between beveled edges 72 as well 
as forming polymer layer 56. BCB generally requires less cure 
time than polyimide material. A gold layer is deposited on 
polymer layer 56 using an electron beam evaporation chamber to 
form conductors 46. 

[00026] In FIG. 5c, a second layer of BCB or polyimide 
material is spun, exposed, and developed to form polymer layer 
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58 and encapsulate conductors 46. Openings are formed in 
polymer layer 58 for recording sites 44. 

[00027] In FIG. 5d, silicon layer 62 is removed by RIE . 
Silicon dioxide layer 64 is dissolving in 49% hydrofluoric (HF) 
acid solution. The resulting structure comprises electrode 30. 

[00028] An alternate embodiment of the implant electrode is 
shown in FIG. 6. Electrode 74 includes multiple prongs 76 with 
each prong 76 having multiple recording sites 78. Prongs 76 and 
electrode body or shaft 80 are constructed as described for 
electrode 3 0 with first and second polymer layers for 
flexibility and a rigid silicon backbone layer for stiffness and 
compressive strength when inserting electrode 74 into live 
tissue. Electrode body 8 0 further includes a flexible portion 
like 52 above shank 8 2 to provide a freedom of movement of body 
80 with respect to prongs 76. Again, prongs 76 implanted in 
brain tissue 32 remain substantially fixed in the event of 
outside forces. The flexible portion like 52 and polymer layers 
isolate any movement in the electrode external to brain tissue 
32. Shank 82 also acts as a stop for prongs 76 to set electrode 
74 the correct depth into the live tissue. A plurality of 
conductors are routed from recording sites 78 along body 8 0 to 
connector 84 for connection to head-stage 40. 

[00029] As described above, electrode 30 has features of rigid 
mechanical stiffness, as provided by substrates 50 and 54, and 
flexibility, as provided by flexible portion 52 and polymer 
layers 56 and 58. The mechanical stiffness makes for ease of 
penetration of electrode 30 into brain tissue 32. The 
flexibility of electrode 3 0 reduces or prevents damage to neural 
or vascular tissues in the brain in and around electrode 30. If 
the event of any relative motion between skull 22 and brain 
tissue 32 of test animal 10, or any motion of head-stage 40 from 
external forces, the portion of electrode 3 0 implanted in brain 
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tissue 32, i.e. between flexible portion 52 and pointed end 42, 
remains substantially fixed relative to brain tissue 32. The 
portion of electrode 3 0 from flexible portion 52 to connector 
end 48 moves with skull 22 and/or head-stage 40. In other 
words, flexible portion 52 accommodates and allows for micro- 
movement between skull 22 and brain tissue 32, or movement 
between head-stage 40 and brain tissue 32. Connector end 48 of 
electrode 3 0 moves with the outside forces while the implanted 
portion of electrode 3 0 is held substantially motionless 
relative to brain tissue 32. The flexible portion 52 and 
polymer layer 56 and 58 provide the isolation of end 42 from 
outside forces to reduce discomfort to test animal 10 and damage 
to brain tissue 32. With less discomfort, trauma, and anxiety 
to test animal 10, the intended behavior or activity can be more 
accurately observed and recorded. 

[00030] Electrode 3 0 is useful in human and animal subjects 
where it is desirable to have a rigid structure for accurate and 
consistent insertion of the electrode into the tissue to be 
monitored. With transducers on recording sites 44, electrode 3 0 
is useful in monitoring and recording a variety of physical 
phenomenon which can be converted to electrical signals and 
transmitted along conductors 46. Electrode 3 0 can be placed in 
many different body areas of the subject to monitor and record 
bodily functions. For example, electrode 3 0 can be used to 
monitor internal organs and muscular activity. 
[00031] Further detail of head-stage 40 is shown in FIG. 7. 
Head- stage 4 0 includes connector 3 8 for connecting to electrode 
30 with minimal force. Connector 38 can be a ZIF type 
connector. Flexible substrate 90 connects to conductor 38 and 
includes a plurality of conductors 92 for transmitting the 
electrical signals received from recording sites 44 on electrode 
30. Substrate 90 is a flat ribbon made of BCB , polyimide, or 
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other suitable polymer material to provide strength and 
flexibility. Substrate 90 may be up to 60 cm or more in length. 
Conductors 92 may be formed on both sides of substrate 90 to 
increase the number of conductors and correspondingly the number 
of recording sites 44 on electrode 30. 

[00032] Head-stage 40 further includes stiffener portion or 
substrate 94. Stiffener portion 94 is a rigid substrate about 2 
centimeters (cm) by 2 cm and supports a portion of flexible 
substrate 90. Stiffener portion 94 is made from silicon. 
Alternatively, conductors 92 of flexible substrate 90 connect to 
conductors on stiffener portion 94. An electronic circuit 96 is 
provided on the portion of substrate 90 supported indirectly by 
stiffener portion 94, or disposed directly on stiffener portion 
94 itself. Electronic circuit 96 is a CMOS integrated circuit 
and operates as part of the external interface to perform signal 
conditioning and signal processing functions for the electrical 
signals. For example, electronic circuit 96 may provide 
buffering, amplification, and filtering for the electrical 
signals. Electronic circuit 96 includes necessary programming 
and control logic to perform the signal processing. In 
addition, electronic circuit 96 may multiplex the electronic 
signals to fewer conductors on its output. Multiplexing allows 
for more recording sites 44 without increasing the number of 
output leads for connector 12. In fact, by multiplexing the 
electrical signals, connector 12 needs only one signal conductor 
in a minimal configuration. 

[00033] Electronic circuit 96 may receive operating potential 
from recording instrument 14 by way of test leads 16. 
Alternatively, a power source or battery pack is disposed within 
stiffener portion 94 to provide operating potential to 
electronic circuit 96. Electronic circuit 96 may be coupled to 
a wireless transmitter, e.g. radio frequency (RF) transmitter, 
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which operates as an external interface to transmit electrical 
signals to recording instrument 14. If electronic circuit 96 
uses a wireless transmitter, connector 12 and the corresponding 
exit point from the back of the neck of test animal 10 can be 
eliminated, which negates a point of irritation and infection 
for test animal 10. In another embodiment of the external 
interface, electronic circuit 96 may convert the electrical 
signals to optical patterns for transmission along fiber-optic 
cables, or by infrared transmission, to recording instrument 14. 
[00034] Connector 12 is mounted on the leading edge of 
stiff ener portion 94 for a zero degree angle on insertion. 
Connector 12 is a ZIF type connector for less traumatic 
connection of test leads 16 to head-stage 40. In other 
embodiments, connector 12 is rotated 90 degrees to side 98 of 
stiffener portion 94 for a bottom-up or other orientation 
insertion. 

[00035] The electrical signals from recording sites 44 on 
electrode 3 0 are routed to connector 38, along conductors 92 to 
electronic circuit 96. Electronic circuit 96 performs signal 
processing and conditioning on the electrical signals and sends 
the conditioned electrical signals by way of connector 12 and 
test leads 16 to recording instrument 14 for monitoring and 
recording . 

[00036] In addition to transmitting electrical signals from 
recording sites 44 on electrode 30 to connector 12 and recording 
instrument 14, electronic circuit 96 and conductors 92 on head- 
stage 4 0 can also transmit electrical signals to recording sites 
44. The electrical signals sent to recording sites 44 may be 
used to program or calibrate the transducers. In addition, the 
electrical signals could be used to stimulate the tissue in 
which electrode 3 0 is implanted. 
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[00037] The combination of flexible substrate 90 and stiffener 
portion 94 offers a number of useful advantages. Substrate 90 
is lightweight and flexible which reduces any discomfort and 
anxiety experienced by test animal 10. Reducing the 
invasiveness of the test implants and testing procedure allows 
for observation and recordation of the intended behavior or 
activity in the test subject, which is helpful in taking 
accurate measurements of neural activity. The flexibility of 
substrate 90 provides for ease of implant and adaptability to 
follow the contour of the body area. Stiffener portion 94 
provides a rigid support for electronic circuit 96 and connector 
12. Stiffener portion 94 also provides a solid base to simplify 
the insertion of test lead 16 into connector 12. Furthermore, 
by locating electronic circuit 96 and the exit point in skin 20 
for connector 12 some distance from electrode 30, test animal 10 
is less subject to infection, at least in the dangerous area 
where brain tissue 32 has been exposed by the surgical 
implantation procedure. 

[00038] In FIG. 9, an integrated electrode and head-stage 100 
is shown. The integrated electrode and head-stage 100 removes 
the need for connector 38. Electrode 102 is constructed similar 
to electrode 3 0 with first and second polymer layers, rigid 
silicon backbone like 50 and 54, and flexible portion like 52. 
Electrode 102 is integrated with flexible substrate 104. That 
is, electrode 102 and flexible substrate 104 are made from the 
same process and same material to form one continuous substrate. 
The integrated electrode and substrate is flexible to allow 
electrode 102 to bend up to 90 degrees for insertion into the 
test animal. The flexible portion like 52 allows tip of 
electrode 102, which is implanted in the brain tissue, freedom 
of movement with respect to the remaining portion of electrode 
102. Flexible substrate 104 contours to the body area. 
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Conductors 106 are routed from recording sites 108 along 
substrate 104 to stiff ener portion 110. Electronic circuit 112 
is disposed substrate 104 and supported by stiff ener portion 
110. Electronic circuit 112 performs signal processing on the 
electrical signals from recording sites 108. The electrical 
signals are sent to recording instrument 14 by way of connector 
114 . 

[00039] A person skilled in the art will recognize that 
changes can be made in form and detail, and equivalents may be 
substituted, for elements of the invention without departing 
from the scope and spirit of the invention. The present 
description is therefore considered in all respects to be 
illustrative and not restrictive, the scope of the invention 
being determined by the following claims and their equivalents 
as supported by the above disclosure and drawings. 



-16- 



